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[42CFRPartl01] 

PROFESSIONAL  STANDARDS  REVIEW 
ORGANIZATIONS 

Interim  Confidentiality  and  Disclosure  of 
Data  and  Information 

Notice  ia  hereby  given  that  the  As¬ 
sistant  Secretary  for  Health  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare,  with  the  am>roval  of  the  Secretary 
of  Health,  Education,  and  Welfare,  pro¬ 
poses  to  add  a  new  Subpart  Q,  entitled 
“Interim  Confidentiality  and  Disclosure 
of  Data  and  Information  by  Professional 
Standards  Review  Organizations,"  to 
Part  101  of  Title  42,  Code  of  Federal 
Regulations. 

The  purpose  of  this  proposal  is  to  im¬ 
plement  section  1166  of  the  Social  Secu¬ 
rity  Act.  Section  1166(a)  prohibits  the 
dlsclousre  ot  data  and  information 
acquired  by  PSROs  except:  (1)  neces¬ 
sary  to  fulfill  the  purposes  of  profes¬ 
sional  standards  review  or  (2)  as  the 
Secretary  shall  provide  in  regulations  to 
assure  adequate  protection  of  the  rights 
and  Interest  of  p>atlent5,  health  care 
practitioners  and  providers.  Section 
1166(b)  provides  for  peimlties  against 
persons  disclosing  any  data  and  informa¬ 
tion  vinless  the  disclosure  is  authorized 
under  section  1166(a) . 

Conditional  PSROs  have  been  author¬ 
ized  by  the  Secretary  to  assume  review 
responsibilities,  including  the  acquisl- 
ti(xx  of  necessary  data  and  information 
to  fulfill  these  responsibilities.  Certain 
data  and  information  acquired  by  PSROs 
are  a  sensitive  or  personal  nature  re¬ 
quiring  stringent  safeguards.  Other  data 
and  information  are  public  in  nature 
prior  to  receipt  by  the  PSRO,  or  are  sum¬ 
mary  statistics  useful  for  multiple  pur¬ 
poses  and  do  not  impinge  on  the  privacy 
of  individuals.  It  is  recognized  that 
PSROs  are  a  prime  source  for  high 
quality  data  and  information  potentially 
beneficial  and  applicable  to  a  variety  of 
uses,  but  neither  sensitive  nor  piersonal. 
To  provide  for  the  release  of  these  data 
and  information  without  subjecting 
PSRO  personnel  to  the  risk  of  penalties 
under  section  1166(b)  of  the  Act,  it  is 
prop>osed  that  the  Secretary  promulgate 
regulations  on  an  interim  basis. 

Disclosure  of  PSRO  data  and  informa¬ 
tion  may  now  be  made,  without  regula¬ 
tions,  to  the  extent  that  it  may  be  neces¬ 
sary  to  carry  out  the  purposes  of  Title  XI, 
Part  B  of  the  Social  Security  Act.  Such 
purposes  include,  for  example,  the  con¬ 
duct  of  review  activities,  the  notification 
(tf  claims  i>ayment  agencies  of  PSRO  re¬ 
view  actions,  the  reccHislderatlon  and  ap¬ 
peals  ot  PSRO  determinations,  the  de¬ 
velopment  of  sanctions  recommenda- 
tions  by  PSROs  and  Statewide  Profes- 


slcmal  Standards  Review  Councils,  and 
the  monitoring  of  PSROs  by  the  Secre¬ 
tary. 

'  This  proposed  regulation  provides  for 
the  disclosure  of  two  tyi>es  of  data  and 
information  acquired  by  the  PSRO: 

(1)  Data  and  information  acquired  by 
the  PSRO:  (a)  which  has  been  pub¬ 
lished,  (b)  which  has  not  been  identified 
by  the  source  of  the  data  or  information 
as  confidential,  and  (c)  whose  disclosure 
is  not  otherwise  prchibited  by  law. 

(2)  Summary  statistics  aggregated 
fr(xn  the  Uniform  Hospital  Discharge 
Data  Set  (UHDDS)  (published  at  41  FR 
2502,  January  16,  1976)  to  the  extent 
that  it  is  not  identifiable  to  an  individual 
patient  or  health  care  practitioner.  The 
UHDDS  is  a  minimum  basic  data  set 
developed  under  the  auspices  of  the  De- 
partm^t  to  serve  as  core  data  for  multi¬ 
ple  users  of  hospital  discharge  data. 

The  Secretary  has  authorized  the  is¬ 
suance  of  the  NPRM  without  the  use  of 
a  Notice  of  Intent  (NOD  which  would 
otherwise  be  required  by  the  Regulatory 
Policies  of  the  Secretary  published  in 
the  Federal  Register,  on  August  17, 1976 
(41  FR  34811) ,  because  there  is  an  urgent 
requirement  for  these  regulations  and 
over  an  extended  period  of  time  there 
has  been  significant  interaction  between 
4he  Department  and  medical  and  con- 
smner  organizations  and  interested  indi¬ 
viduals  in  the  development  of  the  ap¬ 
proach  contained  in  this  NPRM  which 
has  satisfied  the  spirit  and  intent  of  the 
NOI.  Comprehensive  regulations  provid¬ 
ing  for  additional  disclosures  and  for 
maintaining  the  confidentiality  of  data 
and  information  acquired  by  PSROs  are 
being  prepared  in  full  compliance  with 
the  Department’s  regulatory  policies. 

The  Department  has  determined  that 
this  docmnent  does  not  contain  a  major 
proposal  requiring  preparation  of  an  In¬ 
flation  Impact  Statement  imder  Execu¬ 
tive  Order  11821  and  OMB  Circular 
A-107. 

Interested  persons  are  invited  to  sub¬ 
mit  written  comments,  suggestions  or  ob¬ 
jections  concerning  the  proposed  regula¬ 
tion  to  the  Director,  Bmeau  of  Quality 
Assurance,  Health  l^rvices  Administra¬ 
tion,  Room  16A55,  5600  Fishers  Lane, 
Rockville,  Maryland  20857,  on  or  before 
January  17, 1976.  All  comments  received 
in  timdy  response  to  this  Notice  will  be 
considered  and  will  be  available  for  pub¬ 
lic  inspection  in  the  above-named  office 
during  regular  business  hours. 

It  is  proposed  to  make  this  regulation 
effective  upon  republication  in  the  Fed¬ 
eral  Register. 

Dated:  November  22, 1976. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved:  November  23, 1976. 

David  Mathews, 

Secretary. 


Subpart  Q — Interim  Confidentiality  and 

Disclosure  of  Data‘  and  Infomumon  by 

Professional  Standards  Review  Organi¬ 
zations  * 

101.1701  Disclosure  of  pubUc  data  and  in¬ 

formation  acquired  or  generated 
by  PSROs. 

101.1702  Disclosure  of  summary  statistics. 

Authoritt:  Sec.  1166.  Social  Security  Act; 
86  Stat.  1443  (43  UB.C.  1320c  15);  sec.  1102. 
Social  Security  Act,  49  Stat.  647  as  amended 
(42U.S.C.  1302). 

§  101.1701  Di8clo.«ure  of  public  data 
and  information  acquired  or  gen¬ 
erated  by  PSROs. 

A  Professional  Standards  Review  Or¬ 
ganization  (PSRO)  shall  disclose,  upon 
request,  any  data  and  information  ac¬ 
quired  or  generated  by  the  PSRO: 

(a)  Which  has  been  published, 

(b)  Which  has  not  been  identified  by 
the  source  of  the  data  and  information 
as  confidential  data  and  information, 
and 

(c)  Whose  disclosure  is  not' otherwise 
prohibited  by  law. 

The  PSRO  shall  disclose  such  data  and 
information  when  it  receives  a  request 
which  clearly  defines  the  specific  data  or 
information  desired.  Such  data  and  in¬ 
formation  which  are  routinely  main¬ 
tained  for  PSRO  use  shall  be  disclosed 
under  this  section  without  charge.  The 
PSRO  may  require  the  payment  of  a  fee 
not  to  exceed  the  reasonable  cost  of  pro¬ 
viding  such  requested  data  and  informa¬ 
tion  which  are  not  routinely  maintained 
for  PSRO  use. 

§  101.1702  Disclosure  of  siiuiuuiry  !.lu- 
listics. 

A  PSRO  shall  disclose,  upon  request, 
summary  statistics  aggregated  from  the 
Uniform  Hospital  Discharge  Data  Set  (a 
multi-purpose,  basic  data  set  approved 
for  use  in  Federal  health  programs,  in¬ 
cluding  the  PSRO  program)  provided 
that  such  information  may  not  be  dis¬ 
closed  if  a  patient  or  health  care  prac¬ 
titioner  described  in  the  statistics  is 
identifiable.  The  PSRO  shall  disclose 
such  siunmary  statistics  when  it  receives 
a  request  which  clearly  defines  the  spe¬ 
cific  statistics  desired.  Such  summary 
statistics  which  are  routinely  compiled 
for  PSRO  use  shall  be  disclosed  under 
this  section  without  charge.  The  PSRO 
may  require  the  payment  of  a  fee  not  to 
exceed  the  reasonable  cost  of  providing 
such  requested  statistics  which  are  not 
routinely  compiled  for  PSRO  use. 
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